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Ronald Homer, Boston, Massachusetts, appeared for petitioner.

Althea Walker Davis, U.S. Department of Justice, Washington, D.C., appeared for respondent.
DECISION!

HASTINGS, Special Master.

This document constitutes my final “decision” in this case, pursuant to 42 U.S.C. § 300aa-
12(d)(3)(A). Unless amotion for review of this decision is filed within 30 days, the Clerk of this
Court shall enter judgment in accord with this decision.

Because this document contains a reasoned explanation for my action in this case, | intend
to post this order on the United States Court of Federal Clams’ website, in accordance with the E-
Government Act of 2002, Pub. L. No. 107-347, 116 Stat. 2899, 2913 (Dec. 17, 2002). Therefore,
asprovided by Vaccine Rule 18(b), each party has 14 dayswithin which to request redaction * of any
information furnished by that party (1) that istrade secret or commercial or financial informationand
isprivileged or confidential, or (2) that are medical files and similar files the disclosure of which
would constitute a clearly unwarranted invasion of privacy.” Vaccine Rule 18(b). Otherwise, this
entire document will be available to the public.



Thisis an action in which the petitioner seeks an award under the National Vaccine Injury
Compensation Program (hereinafter “the Program--see 42 U.S.C. § 300aa-10 et seq.?). For the
reasons set forth below, | conclude that petitioner is not entitled to such an award.

THE APPLICABLE STATUTORY SCHEME
AND CASE LAW

Under the National Vaccine Injury Compensation Program (hereinafter the "Program™),
compensation awards are made to individuals who have suffered injuries after receiving vaccines.
In general, to gain an award, a petitioner must make anumber of factual demonstrations, including
showingsthat an individual received avaccination covered by the statute; received it in the United
States; suffered a serious long-lasting injury; and has received no previous award or settlement on
account of theinjury. Finally--and the key question in most cases under the Program--the petitioner
must also establish a causal link between the vaccination and the injury. In some cases, the
petitioner may simply demonstrate the occurrence of what has been called a"Table Injury.” That
is, it may be shown that the vaccine recipient suffered an injury of the type enumerated in the
“Vaccine Injury Table” corresponding to the vaccination in question, within an applicable time
period from the vaccination also specified in the Table.® If so, the Table Injury is presumed to have
been caused by the vaccination, and the petitioner is automatically entitled to compensation, unless
it is affirmatively shown that the injury was caused by some factor other than the vaccination.
§ 300aa-13(a)(1)(A); 8 300aa-11(c)(1)(C)(1); & 300aa-14(a); § 300aa-13(a)(1)(B).

In other cases, however, the vaccine recipient may have suffered an injury not of the type
covered in the Vaccine Injury Table. In such instances, an aternative means exists by which to
demonstrate entitlement to a Program award. That is, the petitioner may gain an award by showing
that the recipient’ sinjury was* caused-in-fact” by the vaccination in question. 8 300aa-13(a)(1)(A);
§300aa-11(c)(1)(C)(ii). Insuchasituation, of course, the presumptionsavailableunder the Vaccine
Injury Table areinoperative. It isclear that the burden is on the petitioner to prove that in fact the
vaccination caused the injury in question. See, e.g., Hinesv. Secretary of HHS 940 F. 2d 1518,
1525 (Fed. Cir. 1991); Carter v. Secretary of HHS 21 Cl. Ct. 651, 654 (1990), Strother v. Secretary
of HHS 21 Cl. Ct. 365, 369-70 (1990), aff'd, 950 F. 2d 731 (Fed. Cir. 1991); Shaw v. Secretary of
HHS, 18 CI. Ct. 646, 650-1 (1989). Thus, the petitioner must supply “proof of alogical sequence
of cause and effect showing that the vaccination wasthe reason for theinjury. A reputable medical
or scientific explanation must support thislogical sequence of cause and effect.” Srother, 21 Cl.

*The applicable statutory provisionsdefining the Program arefound at 42 U.S.C. § 300aa-10
et seg. (2000 ed.). Hereinafter, for easeof citation, all "8§" referenceswill beto 42 U.S.C. (2000 ed.).
| will also sometimes refer to the Act of Congress that created the Program as the “Vaccine Act.”

*The original version of the Vaccine Injury Table was contained in the statute, at § 300aa-
14(a). Aswill be detailed below, however, the Table has been administratively amended.

2



Ct. at 370; Shaw, 18 Cl. Ct. at 650-651; Carter, 21 Cl. Ct. at 654. Further, the showing of
“causation-in-fact” must satisfy the “preponderance of the evidence’ standard, the same standard
ordinarily usedintort litigation. 8 300aa-13(a)(1)(A). Under that standard, the petitioner must show
that it is“more probable than not” that the vaccination was the cause of theinjury. InreWinship,
397 U.S. 358, 371 (1970) (Harlan, J., concurring). The petitioner need not show that the vaccination
was the sole cause or even the predominant cause of the injury or condition, but must demonstrate
that the vaccination was at least a“ substantial factor” in causing the condition, and was a“but for”
cause. Shyfacev. Secretary of HHS, 165 F. 3d 1344, 1352 (Fed. Cir. 1999).

I
BACKGROUND FACTS

The case concernsthetragic history of Lisa Frechette (hereinafter “Lisa’). Shewasbornon
August 25, 1955. Therecordsfiled in this case indicated that prior to the vaccination in question,
which she received on January 14, 1999, Lisa had a history of pain in several different joint areas
over the previous several years. | will detail that history at pp. 13-14 of this Decision, below.

On January 14, 1999, at age 43, Lisareceived an “MMR”--i.e., measles, mumps, rubella--
vaccination. Nineteen days later, on February 2, 1999, Lisa telephoned her family physician, Dr.
Cotter, and reported that her |eft knee was swollen. (Ex. 1, p. 2, top of page; Ex. 7, p. 2*.) She
called again two days | ater to say that her right knee had al so started bothering her. (Ex. 7, p. 2.) Dr.
Cotter apparently examined her on February 5, 1999, noted the knee symptoms, and wrote that she
was suffering from “mild synovitis/arthralgias’® that might have been “vaccine-related.” (Ex. 7, pg.
2).

Lisa' s joint symptoms continued. On March 29, 1999, April 15, 1999, June 3, 1999, and
June 21, 1999, she visited either Dr. Cotter or Dr. Upchurch, a rheumatologist, registering
complaints of pain and/or swelling in her knees, shoulders, wrists, hands, and | eft hip. (Ex. 1, pp. 5-
6, 8, 10-12.) An X-ray taken on April 15, 1999, revealed that petitioner was suffering from
“degenerative changes’ in her knees. (Ex. 1, p. 34; Ex. 3,p. 2.)

Lisathereafter continued to often report chronic joint pain. (See, e.g., Ex. 2, pp. 4-7.) She
committed suicide in December of 2002. (Ex. 8; Ex. A.)

“Petitioner has filed exhibits numbered 1 through 16; “Ex.” references will be to those
exhibits. “Tr.” references will be to the pages of the transcript of the evidentiary hearing held on
November 19, 2004.

*Arthralgia’ means joint pain, and “synovitis’ means inflammation of the synovial
membrane of ajoint or joints. Dorland's Illustrated Medical Dictionary, 27" ed. 1988 (W.B.
Saunders Co.), pp. 147, 1649.



1
PROCEDURAL HISTORY AND STATEMENT OF ISSUE
A. Procedural history

On March 9, 2000, Lisafiled the instant Program petition, seeking Program compensation
on account of chronic joint pain, which she believed to have been caused by the rubella vaccine
contained in her MMR vaccination on January 14, 1999. After proceedings before Special Master
French, the petition was transferred to my docket on February 21, 2001. At that time, | was
involved, along with Lisa’s own counsel and other attorneys, in preparing for a hearing concerning
the general issue of whether the rubella vaccine can cause chronic joint pain. Accordingly, at the
suggestion of Lisa'scounsdl, we deferred any proceedings specific to her case until after | issued an
opinion concerning that general issue. | issued that opinion, filing itinto therecord of thisand seven
other casesinvolving that same general issue, on December 13, 2002.

Tragicaly, however, we soon learned that Lisa had committed suicide on December 10,
2002. Lisa's widower, Stephen Frechette, then become the petitioner in this case, as the legal
representativeof Lisa sestate. After aseriesof statusconferences, petitioner, on February 18, 2004,
filed amotion asking that | issueafinal decisionin this case based upon therecord asit then existed.
Respondent opposed the motion, and filed the expert report of Dr. Alan Brenner, presenting his
opinion that petitioner’s chronic joint pain between her vaccination and her death was not vaccine-
caused.® Petitioner’s counsel declined the opportunity to present an expert opinion on petitioner’s
behalf, but requested the opportunity to cross-examine Dr. Brenner, and to present testimony by
Lisa swidower and daughters. Accordingly, | conducted a hearing on November 19, 2004, during
which | heard the testimony of Dr. Brenner and the family members.

After the hearing, petitioner’ scounsel requested post-hearing briefing. Thefina brief inthat
process was filed on March 29, 2005.

B. Issueto be decided

Petitioner no longer advances the theory that Lisa suffered the “Table Injury” known as
“chronic arthritis.”” Rather, petitioner’s sole contention is that Lisa’'s chronic joint pain, suffered

®| did not issue awritten ruling denying petitioner’ s motion for an immediate final decision
onthecase. Instead, at an unrecorded status conference, | informed both counsel that | believed that
it was proper that | consider the expert testimony that respondent wished to present. | urged
petitioner’s counsel to also present expert testimony, but counsel declined to do so.

"Effectivein March of 1995, “ chronic arthritis’ wasadded asaTableInjury for vaccinations
containing the rubella vaccine. See 60 Fed. Reg. 7678 (Feb. 8, 1995). However, petitioner, in his
brief filed on February 18, 2005, stated (page 2) that he does not contend that Lisa' s case qualifies
under that Table Injury category.



between January of 1999 and her death, was * caused-in-fact” by her 1999 rubellavaccination. | will
dea with that claim below in parts IV through Vi1 of this Decision.®

v
“CAUSATION-IN-FACT” ISSUE: INTRODUCTION

Asnoted above, the petitioner’ scontentioninthisproceedingisthat Lisa’ schronicjoint pain,
from 1999 until her death, was* caused-in-fact” by her rubellavaccination of January 14, 1999. This
case, thus, isone of many Program casesin which petitioners have alleged that rubella vaccinations
have caused chronic joint pain and/or arthritis. | have described these cases as the
“rubella/arthropathy” cases, since the term “arthropathy” encompasses both joint pain, also known
as “arthralgia,” and joint swelling, adso known as arthritis. The general history of these
“rubella/arthropathy” cases is relevant to the resolution of this case.

That general history is, in fact, crucial to the resolution of this case, becausein this case, as
noted above, the petitioner has not presented the oral testimony of an expert witness specifically
supporting theclaim that Lisa sjoint pain was vaccine-caused. Instead, the petitioner relies, in part,
on the fact that in the course of the above-described “rubella/arthropathy” cases, all decided by
myself asspecial master, in published opinions, | have developed aset of “ causation criteria.” | have
stated that if a particular vaccinee's case falls within those criteria, and there is no significant
evidence introduced in that particular case casting doubt on a “causation” finding, | would be
inclined to infer a causa relationship between the vaccination and the vaccinee's chronic
arthropathy. Petitioner assertsthat Lisa scasefitswithin my published“ causation criteria,” andthat,
on that basis, without need for any case-specific expert testimony, | should conclude that Lisa's
chronic joint pain was vaccine-caused.

Respondent, ontheother hand, arguesthat petitioner hasnot demonstrated that Lisal schronic
arthropathy was vaccine-caused. First, respondent disagrees generally with the view that chronic
joint pain falling within my “causation criteria’ can reasonably be deemed to be vaccine-caused.
Second, respondent arguesthat, in any event, Lisa scasefailsto meet several of my criteria. Finally,
respondent, unlike petitioner, has presented the testimony of an expert witness specifically
addressing Lisa' scasein detail. Respondent urges that the testimony of that witness, Dr. Brenner,
supports aconclusion that Lisa s chronic joint pain was not vaccine-caused.

In considering the arguments of both parties, | will analyze and rule upon petitioner’s
causation claim based onthe availablerecord. Indoing so, | will, asboth partiesagreethat | should,
analyze not only the evidence introduced in this case, but also the evidence on the general

8Petitioner has the burden of demonstrating the facts necessary for entitlement to an award
by a“preponderance of the evidence.” § 300aa-13(a)(1)(A). Under the standard, the existence of a
fact must be shown to be “more probable than not.” In re Winship, 397 U.S. 358, 371 (1970)
(Harlan, J. concurring).



“rubella/arthropathy” causation issue that | have developed in the above-mentioned
“rubella/arthropathy” cases.

Therefore, in order to analyze thisaspect of the petitioner’ s“ causation-in-fact” claim, | will,
in Part V of this Decision, set forth the history of the “rubella/arthropathy” cases, explaining the
“causation criterid’ that | have devel oped in the course of those cases. Then, in Part VI, | will deal
with petitioner’ sargument that application of those “ causation criteria’ to Lisa' s case demonstrates
that Lisa's chronic joint pain was vaccine-caused. | will explain why | must reject that argument.

The petitioner in this case, however, does not rely exclusively on the theory that Lisa s case
meets my “ causation criteria.” Petitioner also reliesin part on several notations of Lisa' s treating
physicians contained in the medical records. | will deal with that argument of petitioner in part VI
of this Decision.

\Y
HISTORY OF THE “RUBELLA/ARTHROPATHY” CASES
A. Proceedingsin early 1990's concerning the general causation issue

A version of the*Vaccinelnjury Table” wasset forth in the statute establishing the Program,
at 8 300aa-14(a). That statutory version of the Tablewas applicableto petitionsfiled duringthefirst
severa years of the Program’s experience. That version of the Table, however, contained no
provision concerning arthropathy, arthritis, or similar symptoms following any vaccination. Thus,
from the beginning of the Program through early 1995, a petitioner suffering from arthropathy or a
similar condition after arubellavaccination had the burden of proving that the vaccination “ caused-
in-fact” the condition.

During the early 1990's, various petitionersfiled alarge number of Program casesinvolving
allegations that rubella vaccinations caused chronic arthropathy. Accordingly, in order to most
efficiently resolve all of those cases, the undersigned special master was assigned by the Chief
Special Master to undertake an inquiry into the general issue of whether the rubella vaccine can
cause chronic arthropathy, with the hope that information and conclusions concerning that general
causation issue, developed from the general inquiry, could be applied to each individual case.

Toward that goal, | initiated a series of meetings, involving counsel who each represented
alarge number of petitionersin Program cases involving claims of thistype, and counsel on behalf
of respondent. Those counsel developed evidenceto put beforeme concerning the general causation
issue. They supplied aseriesof written reportsfrom medical experts.” | also conducted an extensive

"I have established aspecial fileinthe office of the Clerk of this court known asthe“ Rubella
OmnibusFile.” Inthat filel haveplaced copiesof al the evidentiary itemsupon which | haverelied
in my rulings concerning the possible causal relationship between the rubella vaccine and chronic
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search of relevant medical literature, based upon both bibliographi es supplied by the aforementioned
counsel and my own research. Then, in November of 1992, | conducted a three-day evidentiary
hearing in which six medical experts, three sponsored by petitioners counsel and three by
respondent, testified concerning the general causation issue.®

B. My analysisin the“1993 Order”

Based upon the medical evidence and expert testimony discussed above, | concluded, in a
published opinion filed on January 11, 1993, that the evidence was sufficient to support a
determination that it is“more probable than not” that the rubella vaccine does cause some cases of
chronic arthropathy. (I will refer to that document as the “1993 Order;” it was published as Ahern
et al. v. Secretary of HHS 1993 WL 179430 (Fed. Cl. Spec. Mstr. Jan. 11, 1993).) A copy of that
“1993 Order” wasfiled into the record of this case as an attachment to my order filed on March 25,
2004. Inthat “1993 Order,” | concluded that a petitioner “more probably than not” has suffered a
condition “ caused-in-fact” by arubellavaccination, and is thus entitled to a Program award, if that
petitioner’s case meets all of the following criteria:

1 The petitioner received a rubella vaccination at a time when the petitioner was 18
years of age or older.

2. The petitioner had a history, over a period of at least three years prior to the
vaccination, of freedom from any sort of persistent or recurring polyarticular joint
Ssymptoms.

3. The petitioner has devel oped an antibody response to the rubellavirus.

4, The petitioner experienced the onset of polyarticular arthropathic symptoms during
the period between one and six weeks after the vaccination.

arthropathy. That fileisopen for inspection or copying by any interested person. A summary of the
contents of that file appears as the Appendix to this Ruling.

| hereby incorporate that entire “Rubella Omnibus Fil€” into the record of this case by this
reference. For convenience, | will not physically placeacopy of that entire voluminous Fileinto the
record of this case, but it shall be considered an integral part of the record of this case. | note that
counsel for both partiesin this particular case are thoroughly familiar with the contents of that File.
See also footnote 10, below.

8The transcript of that 1992 hearing, entitled “Omnibus Hearing Re: Rubella/Chronic
Arthropathy Issue,” is contained in the Rubella Omnibus File as part C.

Further, 1 note that | will hereinafter sometimes refer to both the 1992 inquiry and the
subsequent 2001 inquiry, concerning the general rubella/arthropathy causationissue, asthe” omnibus
proceedings’ or “omnibus hearings.”



5. Polyarticul ar arthropathic symptomscontinued for at | east six months after the onset;
or, if symptoms remitted after the acute stage, polyarticular arthropathic symptoms
recurred within one year of such remission.

6. There is an absence of another good explanation for the arthropathy; the petitioner
has not received aconfirmed diagnosis of rheumatoid arthritis, nor adiagnosisof any
of a series of specific conditions (seelist at p. 10 of the 1993 Order).

Ahern, 1993 WL 179430 at *13.

In reaching that conclusion, | noted that all six of the experts who testified at the 1992
hearing, including those who testified for respondent, agreed that at least in cases in which the
vaccinee experienced acute polyarticular actual arthritis (i.e., joint swelling), as opposed to
arthralgia (i.e., joint pain without swelling), during the expected time period after vaccination, any
chronic arthritis suffered by that vaccinee thereafter could reasonably be attributed to the rubella
vaccination. Therespondent’ s experts differed with the petitioners experts, however, chiefly asto
asingleissue, concerning those cases that fit the diagnostic criteria set forth above, but in whichin
either or both of the acute and chronic stages of the condition the individual had only arthralgia,
without any measurable arthritis. In such cases the petitioners experts opined that the chronic
arthralgiawas likely vaccine-caused; the respondent’ s experts would not make such afinding. On
that point of dispute, | found the petitioners experts to be more persuasive, for reasons that |
explained in the “1993 Order.”

Accordingly, | concluded in the “1993 Order” that when a petitioner’s case met the six
criterialisted above, and therewasno substantial case-specificevidencein that case pointingto some
other explanation for the arthropathy, then the evidence would support a conclusion that the
petitioner’s chronic arthropathy, whether it be chronic arthritis or arthralgia, was likely caused by
the rubella vaccination.

C. Developments after the 1993 Order”

After | issued the above-described “1993 Order,” severad developments relevant to the
general causation issue occurred, which | will briefly describe.

1. Resolution of cases

As aresult of the above-described proceedings that | conducted in 1992 concerning the
general causation issue, culminating in my “1993 Order,” a significant number of cases, each
involving an allegation that joint symptoms were caused by a rubella vaccination, were resolved.
In 71 casesdecided during theyears 1993 through 2001, either | concluded that the requisite showing
of causation was made, or the parties agreed upon an award based on the similarities between the
petitioner’ scase and thecriteriaset forthinthat “1993 Order.” (See, e.g., Long V. Secretary of HHS
No. 94-310, 1995 WL 470286 (Fed. Cl. Spec. Mstr. July 24, 1995).) In 19 cases, | found that the



petitioner failed to make the required “causation” showing. (See, e.g., Awad v. Secretary of HHS
1995 WL 366013, No. 92-79V (Fed. Cl. Spec. Mstr. June 15, 1995).) | dismissed four cases on
procedural grounds. Finaly, in 52 additional cases, the petitioner either voluntarily dismissed or
simply abandoned prosecution of hisor her case, apparently in light of the fact that the case plainly
did not seem to fit within the criteria set forth in the “1993 Order.”

2. TablelInjury designation

As noted above, the Vaccine Act provides that the Secretary of Health and Human Services
may administratively amend the Vaccine Injury Table. Thus, the Table was administratively
modified in 1995, with the addition of “chronic arthritis,” if incurred under certain specified
circumstances, as a “Table Injury” for vaccinations that include the rubella vaccine. See 60 Fed.
Reg. 7678 (Feb. 8, 1995). A second administrative revision to the Vaccine Injury Table was
promulgated in 1997, retaining “chronic arthritis’ asa Table Injury for rubella vaccinations, while
slightly modifying the definition of that term for Table purposes. See 62 Fed. Reg. 7685, 7688 (Feb.
20, 1997). Those Tablerevisionsadopted criteriafor the new “ chronic arthritis” Table Injury which
are similar, but not identical, to the criteria that | set forth for “causation-in-fact” in my “1993
Order.” Thechief differenceisthat to qualify under the new Tablelnjury category, apetitioner must
establish that he or she suffered “objective evidence * * * of acute arthritis (joint swelling).” (42
C.F.R. 8 100.3(b)(6)(A) (1997 ed.), emphasis added.) That is, it must be demonstrated that a
physician observed actua arthritis (joint swelling), not merely arthralgia (joint pain), in both the
acute stage and the chronic stage of the vaccinee'sillness. (42 C.F.R. § 100.3(b)(6)(A) and (B)
(1997 ed.).) Thisrequirement ismore strict than the criteriathat | adopted in my “1993 Order,” in
which | concluded that “causation-in-fact” of an arthropathic condition might be established even
where, during the acute stage and/or the chronic stage, only arthralgia was reported.

Since 1995, six Program petitioners have successfully established that they have suffered
compensable injuries under the new “chronic arthritis’ Table Injury category. A number of other
cases, however, have involved situations in which, asin this case, a petitioner has suffered chronic
arthropathy, but not under circumstances which correspond precisely to those set forth in the
“chronic arthritis’ Table Injury’s regulatory definition. In each of those cases, the petitioner has
sought afinding of “causation-in-fact.”

3. Additional inquiry in 2001-2002

During the late 1990's, several medical studies relevant to the general causation issue were
completed, and the results of those studieswere published. Accordingly, | determined that | should
re-analyze the general causation issuein light of the new studies. Again, attorneys representing the
petitioners and respondent submitted expert reports, and a hearing, a which six such experts
testified, was held in 2001.°

°A collection of the expert reports submitted in preparation for the 2001 hearing is contained
at part D of the“RubellaOmnibusFile.” Thetranscript of the 2001 hearing constitutes part E of that
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After that hearing, | reviewed the general causationissueagain, in light of the 1990's studies
and the recent expert reportsand hearing testimony. On December 13, 2002, | published adocument
entitled “ Analysis of Recent Evidence Concerning General Rubella/Arthropathy Causation Issue.”
(I will refer to that document as the “2002 Analysis;” it was published as Shyder et al v. Secretary
of HHS 2002 WL 3196572 (Fed. Cl. Spec. Mstr. Dec. 13, 2002). A copy of that “2002 Analysis’
wasfiled into the record of this case on December 13, 2002.) Inthat “2002 Analysis,” | concluded
that while the overall argument for the general proposition that the rubella vaccine causes chronic
arthropathy had been somewhat weakened, neverthel ess a sufficient “causation-in-fact” case could
still conceivably be madein anindividual case. Considering all the evidence available, | concluded
that thecriteriaset forth at pp. 7-8 abovearetill quite relevant to my analysisof any individual case.
| modified those criteriain the two areas suggested by the more recent evidence. That is, (1) the
vaccinee need only have been past puberty (not 18 years of age) at the time of vaccination; and (2)
the onset of polyarticular symptoms must have taken place between seven and 21 days after
vaccination (rather than between one and six weeks post-vaccination). Therefore, the newly-
modified criteria stood as follows:

1. The petitioner received arubellavaccination at atime when the petitioner was past
puberty.

2. The petitioner had a history, over a period of at least three years prior to the
vaccination, of freedom from any sort of persistent or recurring polyarticular joint
Ssymptoms.

3. The petitioner has developed an antibody response to the rubellavirus.

4, The petitioner experienced the onset of polyarticular (i.e., in multiple joints) joint
symptoms during the period between seven and 21 days after the vaccination.

5. Polyarticular joint symptoms continued for at least six months after the onset; or, if
symptomsremitted after theacute stage, polyarticular joint symptomsrecurred within
one year of such remission.

6. There is an absence of another good explanation for the joint symptoms.

Shyder, 2002 WL 3196574 at *8, *20. Further, | stated that if any individual case fals squarely
within those modified criteria, and there are no special circumstances of the case that cast doubt on
acausal relationship, and there is no additional medical evidence submitted in that case that aters
my view of thegeneral causationissue, then| would belikely tofind“causation-in-fact” inthat case.
Id. at *20. In other words, considering all the evidence that | had reviewed up until that point in
time, | found the evidence sufficient to support afinding of causationin aparticular case, if that case
falls within those modified criteria, in the absence of countervailing evidence.

File.
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APPLICATION OF THE “CAUSATION CRITERIA™ SET
FORTH IN MY “2002 ANALY SIS’ DOESNOT DEMONSTRATE
THAT LISA’'SCHRONIC JOINT PAIN WASVACCINE-CAUSED

A. Introduction

As noted above, petitioner’ sfirst argument in this caseisthat Lisa' s case history meets the
Six “causation criteria’ set forth in my “2002 Analysis,” and that, therefore, her chronic joint pain
should be considered to have been vaccine-caused. After careful consideration, however, | must
reject thisargument. | will explain my reasoning below. First, however, | note that in reaching this
conclusion, | have considered all of the evidence concerning the general causationissuethat | heard
during both the early 1990's proceedings and the 2001-2002 proceedings described above, as
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contained in the RubellaOmnibusFile.® | have also considered, of course, the evidence specific to

191 notethat counsel for both partieshave been well awarethat, in resolving thiscase, | would
utilize the evidence contained in the Rubella Omnibus File, and the knowledge concerning the
general rubella/arthropathy causation issue that | have gained in the course of the above-described
general proceedings concerning that issue. Indeed, the entireideaof the proceedings on the general
issue was that information gained in those proceedings would be applied to individual cases.
Moreover, petitioner’ sentire” causation-in-fact” argumentinthiscaseisthat | should applytoLisa’s
case the causation criteria developed in the proceedings concerning the general issue.

Inthisregard, | notethat it seemsvery appropriatein Program casesthat aspecial master will
at times utilize information and knowledge gained in one Program casein resol ving another Program
case. The chief reason is the very nature of the factfinding system set up under the Program.
Congress assigned this factfinding task to a very small group of special masters, who would hear,
without juries, alarge number of casesinvolving asmall number of vaccines. Congress gave these
masters extremely broad discretion in deciding how to accept evidence and decide cases. (See, e.g.,
8300aa-12(d)(2).) Congresscharged these mastersto resol ve such cases speedily and economically,
with the minimum procedure necessary, and to avoid if possible the need for an evidentiary hearing
inevery case. 1d.; seealso H.R. Rept. No. 99-660, 99" Cong., 2™ Sess., at 16-17 (reprinted in 1986
U.S.C.C.A.N. 6344, 6357-58). Congress even specified that a master should be “vigorous and
diligent ininvestigating” Program factual issues (H.R. Rept. 99-660, supraat 17 (emphasisadded)),
inan“inquisitorial” fashion (H.R. Rept. No. 101-247, at 513 (reprintedin 1989 U.S.C.C.A.N. 1906,
2239)), indicating that amaster can and should actively seek out, on his own, evidence beyond that
presented by the parties to a particular case. Given this factfinding system, it would appear quite
likely that Congress intended that the special masters would gain expertise in factual issues,
including“ causation-in-fact” issues, which woul d repeatedly arisein Program cases. 1t would appear
that Congress intended that knowledge and information gained by the masters in the course of
Program caseswould be applied by the mastersto other Program cases, when appropriate. A number
of published opinions have recognized that this Congressional intent isimplicit in the factfinding
system devised by Congress. See, e.g., Ultimov. Secretary of HHS 28 Fed. Cl. 148, 152-53 (1993);
Loev. Secretary of HHS, 22 Cl. Ct. 430, 434 (1991).

The idea of utilizing an “omnibus proceeding” to gather information applicable to a
significant number of Program cases, therefore, would seem to fit clearly within this Congressional
intent. Thisprocedurenot only allowsaspecial master to bring specia expertiseto particular cases,
but aso helps the Program to accomplish the Congressional goals of speedy and economical
resolution of cases. This general procedure, therefore, has been utilized not only in the “rubella
arthropathy” cases before me, but also for two other large groups of cases, i.e., the “poliomyelitis’
cases before Chief Special Master Golkiewicz (see, e.g., Gherardi v. Secretary of HHS, No. 90-
1466V, 1997 WL 53449 (Fed. Cl. Spec. Mstr. Jan. 24, 1997)) and the “tuberous sclerosis’ cases
before Specia Master Millman (seg, e.g., Costa v. Secretary of HHS, 26 Cl. Ct. 866, 868 (1992)).
This genera procedure is also currently being utilized, at the request of the petitioners, in the
“thimerosal/autism” cases currently pending before myself (seethe Autism General Order #1, 2002
WL 31696785 (Fed. Cl. Spec. Mstr. July 3, 2002)).

Of course, the special masters managing these groups of cases have also taken careto ensure
that therights of individual petitionersto fair resolution of their casesisnot lost in the efficiency of
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Lisa's own medical course.

To besure, Lisa s case arguably meets some of the six “causation criteria’” from my “2002
Anaysis’ set forth above at p. 10--namely, Criteria #1, 3, 4, and 5. Lisa received a rubella
vaccination at the age of 43 years. (Criterion#1.) After the vaccination, she developed an antibody
response to therubellavirus. (Criterion#3.) Slightly more than two weeks after vaccination, Lisa
reported pain and swellingintwo joints--her knees. (Criterion#4.) And, Lisacontinuedtoregularly
report intermittent pains in multiple joints for months thereafter. (Criterion #5.)

However, asrespondent pointsout, it isdoubtful whether petitioner’ s case meets criteria#2
and#6. | concludethat petitioner’ s casefailsto meet both of those criteria; therefore, | concludethat
petitioner has failed to establish “causation-in-fact” by the possible avenue of satisfying the six
criteria.

B. Lisa'scasefailsto meet Criterion #2

Criterion #2 of my “ causation criteria,” after modification inthe“2002 Analysis,” currently
stands as follows:

2. The[vaccinee] had ahistory, over aperiod of at least three years prior to
thevaccination, of freedom from any sort of persistent or recurring polyarticular joint
symptoms.

Unfortunately for petitioner, however, therecord of thiscaseindicatesthat Lisalikely did experience
persistent or recurring polyarticular joint symptoms during the three years prior to her rubella
vaccination of January 14, 1999.

First, | note that on March 15, 1996, Lisareported to her family physician, Dr. Cotter, that
she had been suffering from hip pain for two months; X-rays were ordered, and Dr. Cotter noted
“calcified tendonitis’ in Lisa's left hip. (Ex. 1, p. 59.) Another record of Dr. Cotter, dated
March 26, 1996, states that Lisareported |eft hip pain “off and on for along time.” (Ex. 1, p. 58.)

an“omnibusproceeding.” For example, before, during, and after the general proceedingsthat | have
conducted concerning this rubella/arthropathy causation issue, | have stressed to all counsel in the
rubella/arthropathy cases that each party in each individual case has the right to offer additional
relevant evidence, and to challenge the validity of the evidence received during the “omnibus
proceeding.”

Given the above-described Program factfinding system devised by Congress, accompanied
by the procedural safeguardsfor individual casesdescribed above, | am satisfied that itisappropriate
for meto utilizetheevidencegainedinthe” omnibusproceeding” inresolvingindividual petitioners
cases. Neither the respondent, nor any petitioner in any individual Program case, has ever argued
otherwise.
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Another recordindicatesthat on June17, 1997, Lisarai sed aquestion of “ Heberden’ snodes,”
which, Dr. Brenner explained, meansthat she was questioning whether the small joints of her hands
wereenlarged. (Tr.70-71; Ex. 1, p. 47.) Lisaalsoreported “various other hand aches” on that visit.
(Ex. 1, p. 47.) On June 26, 1997, X-rays of both Lisa's hands were taken, which showed “mild
osteoarthritis of the DIPjoints.” (Ex. 1, pp. 27, 30.)

On June 8, 1998, Lisa again complained of “hands achy,” prompting Dr. Cotter to write
“arthralgias’ and “mild Heberden’snodes.” (Ex. 1, p. 42.) On December 10, 1998, Lisareported
left hip pain to Dr. Cotter, and that physician also wrote “ shoulder impingement” in hisnotes of the
vigit. (Ex. 1, p. 39.) X-rays were done that same day on her left hip, prompting the radiologist,
Dr. Berman, towrite*“calcificationsinthepelvis.” (Ex. 1, p. 28.) OnDecember 15, 1998, according
to a handwritten note on the X-ray report, Lisawas “still having pain” in the left hip area. (Ex. 1,
p. 28.)

Finally, a note made by Dr. Upchurch on June 21, 1999, stated that Lisa had been
experiencing left hand pain “aslong ago as 1997.” (Ex. 2, p. 1.)

Those notationsindicate that on anumber of occasionsin 1996 through 1998, petitioner was
reporting to her physicians that she was experiencing joint pain in a number of different joints,
including hand, shoulder, and hip joints. And, as discussed in my 1993 Order and 2002 Analysis,
reports of polyarticular joint pain in the years immediately preceding the rubella vaccination in
guestion are extremely problematic to a conclusion that a person’s chronic post-vaccination joint
pain was vaccine-caused. That is, all of the experts who testified in the 1992 and 2001 hearings,
including those who testified on behalf of the petitioners, indicated that a conclusion of “vaccine-
causation” in a particular case would be reasonable only if the vaccinee had been free from any
polyarticular joint complaints, other than any complaints associated with aspecific traumaticinjury,
for at least three years pre-vaccination. That is simply not the case with respect to Lisa.

Petitioner seemsto argue that | should disregard Lisa’ s 1996-98 joint pain reports because,
according to the testimony of petitioner and Lisa' s daughters at the evidentiary hearing in this case,
the painin 1996-98 was substantially lesser in severity than Lisa s arthragia after the vaccination.
I, of course, have no way of measuring the severity of pain. However, the 1996-98 arthralgiaswere
at least of sufficient degreethat Lisareported them to her physicians. Moreimportantly, the experts
who testified in the 1992 and 2001 hearings seemed to view any history of chronic, pre-existing pain
in multiple joints, regardless of reported severity, as a factor that would dissuade them from
concluding that aperson’ schronic post-vaccination arthralgiaswere vaccine-caused. Thus, | cannot
rely on the opinion of those experts, as petitioner would have me do, to reach the conclusion that
Lisa's chronic post-vaccination joint pain was vacci ne-caused.

In short, petitioner has not presented his own expert witnessin this case. He has elected to
rely primarily, in effect, upon the expert testimony of those experts who testified in the 1992 and
2001 hearings concerning the general rubella/arthropathy causation issue. However, as explained
above, those experts testified that they could infer “vaccine-causation” only when the vaccinee had
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ahistory freefrom chronic pain in multiplejoints during the three-year period pre-vaccination. And
as | interpret the evidence, that is simply not the case with respect to Lisa, who does seem to have
reported chronic pain in multiple joints to physicians during 1996-98. Therefore, | cannot find
“causation-in-fact” in this case based upon the “causation criteria’ developed in my “1993 Order”
and “2002 Analysis’ documents.

C. Lisa'scasefailsto meet Criterion #6

Since | conclude that Lisa' s case does not meet Criterion #2, | do not necessarily need to
resolvetheissue of whether her case meets Criterion #6. However, | will briefly discuss my reasons
for concluding that Lisa s case also does not meet Criterion #6.

In my “2002 Analysis’ document, in defining my “causation criteria,” | listed Criterion #6
asfollows:

6. Thereis an absence of another good explanation for the arthropathy * * *.

Shyder, 2002 WL 3196574 at * 8. Inthis case, respondent argues that there does exist another good
explanation for petitioner’s continuing complaints of pain in her joint aress.

After analyzing the record, | agree with respondent that in Lisa's case, there does exist
another reasonable explanation for her post-vaccination joint pain--that is, Dr. Brenner pointed to
medical records indicating that Lisa's post-vaccination joint pain was likely the result of
osteoarthritisin somejoints, and calcium depositsin other joint areas. (See, e.g., Ex. C, p. 5; Tr. 50-
54, 56-62, 134, 158-161.) Dr. Brenner explained that Lisa s 1996-98 symptoms al so appear to have
been the result of osteoarthritis and calcium deposits, so that the post-vaccinations symptoms were
likely merely acontinuation of the pre-vaccinationssymptoms. (Ex. C, p. 5; Tr.50-62, 73-74, 78-79,
96-97.)

| found the testimony of Dr. Brenner, in thisregard, to belogical, persuasive, and supported
by the medical records. Petitioner in his briefs has made no serious effort to refute that testimony,
other than to make unsupported personal criticismsof Dr. Brenner.** Further, | notethat Dr. Brenner
isthe only witnessin this case who has directly and fully addressed the question of whether thereis
an adternative explanation for Lisa schronicjoint pain. Ontherecord beforeme, | see no reason not
to credit his testimony on this point.

"petitioner has criticized Dr. Brenner as overzealously assuming the role of an “ advocate”
rather than an expert witnessin this case. | cannot agree. | conclude that Dr. Brenner was giving
me his honest opinion concerning the case, and | found his testimony to be knowledgeable and
persuasive.
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VI
ADDITIONAL ANALYSISOF RECORD

Thefact that | havefound that Lisa s case does not meet the “causation criterid’ set forthin
my “2002 Analysis’ doesnot completely end theinquiry inthiscase. That is, meeting thosecriteria
isnot necessarily the only method by which it might be shown that avaccinee' s chronic arthropathy
was “more probably than not” caused by arubellavaccination. Asinevery case, | must evaluate the
entirerecord of thiscaseto determinewhether the evidence contained therein preponderatesinfavor
of a conclusion that the vaccinee' s chronic arthropathy was vaccine-caused.

In this case, in addition to arguing that Lisa' s case meets the above-described “causation
criteria,” petitioner’ s other argument has been to point to afew notationsin Lisa’smedical records,
which, petitioner suggests, indicate that some of Lisa streating physicians may have thought that
Lisa s post-vaccination joint pain was vaccine-caused. However, after considering the notationsto
which petitioner points, | do not find that those physicians' notations provide strong support for the
proposition that Lisa's chronic joint pain was vaccine-caused.

Petitioner has pointed to medical record notations of two physicians. First, Lisa's family
physician, Dr. Eric Cotter, in his record of his physical examination of Lisa on February 5, 1999,
wrote “? vaccine-related synovitis,” meaning that he questioned whether Lisa' s knee pain on that
day was related to her vaccination of the previous January 14.

However, thisnote of Dr. Cotter doesnot constitute strong evidencein petitioner’ sfavor, for
two reasons. First, Dr. Cotter was only questioning whether there was a causal connection, not
stating an affirmative opinion. Secondly, Dr. Cotter was questioning only whether joint symptoms
occurring two to three weeks after vaccination were vaccine-caused; this fact sheds no significant
light on the issue of the cause of Lisa's chronic joint pain. That is, as the record of the 1992 and
2001 hearingson thegeneral causation issue makesclear, itiswell-accepted that the rubellavaccine
sometimes causes acute episodes of joint symptoms about two weeks post-vaccination, usually
lasting afew days. Therefore, itisunsurprising that Dr. Cotter would question whether Lisa' sacute
symptomsof two-to-threeweeks post-vacci nation wereattributabl eto her vaccination on January 14,
1999. Ontheother hand, it ishighly controversial whether the rubella vaccine causes chronic joint
symptoms. Therefore, this notation made on February 5, 1999, tells us nothing about whether
Dr. Cotter ever concluded that Lisa's chronic joint complaints were vaccine-caused.

In addition, petitioner points to certain notations made by Lisa' s treating rheumatol ogist,
Dr. Katherine Upchurch. When Dr. Upchurch first examined Lisaon June 21, 1999, she noted in
her records that acute arthritis can sometimes result from an MMR injection, and added that such
acute arthritis “can rarely evolve into a chronic arthropathy.” (Ex. 2, p. 2.) Dr. Upchurch added,
however, in the next sentence, that, “aternatively,” the MMR might have simply been
“coincidental.” (1d.) Dr. Upchurchthen wrotethat “I don’t think we' re going to be ableto sort this
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out with certainty,” but that “I do think [Lisa's joint pain] should be reported, however, as a
complication of MMR vaccine.” (Id.)

Similarly, in the records concerning an examination of Lisa on November 29, 1999,
Dr. Upchurch wrotethat “this patient has post-MMR diffusearthralgias,” but added that whilethese
arthralgias are a “a possible MMR related complication,” nevertheless “serologically, there have
been no definite etiologies™ identified for her complaints.” (Ex. 2, p. 6.)

Later, on March 8, 2000, Dr. Upchurch wrote “diffuse joint pain, s/p [status post] MMR
vaccination.” (Ex. 2, p.7.)

| have carefully considered these notations of Dr. Upchurch, who, as petitioner has pointed
out, was described by Dr. Brenner himself as a highly qualified rheumatologist. (Tr. 135-36.)
However, these notations do not change my overadl view of the case, for two reasons.

First of al, the notations quoted above from the records of both June 21 and November 29,
1999, make it quite clear that Dr. Upchurch was far from certain as to the cause of Lisa's chronic
pain. Inthe June21 recordsshenoted that, “ alternatively,” the MM R vaccination might merely have
been “coincidenta.” (Ex. 2, p. 2.) Inthe November 29 record, she described the vaccination only
asa“possible’ cause. (Ex. 2, p. 6.) Therefore, from the documents availableto us, we certainly do
not know whether Dr. Upchurch could affirmatively opinethat Lisa’ schronicjoint pain wasvaccine-
caused.

Moreover, as explained above, theissue of whether arubellavaccination can cause chronic
arthropathy is an extremely complicated area on the “frontier” of medical knowledge, where even
thefew specialist physicianswho have closely studied the areaadmit that their understandingisvery
l[imited. My impression, derived from spending much time during the last 13 years studying this
issue, isthat very few physicians, even rheumatol ogists, have done any particular study of the issue
of whether the rubellavaccine can cause chronicjoint pain. Anditisunclear whether Dr. Upchurch
has any more knowledge in this area than the typical physician. Nor do Dr. Upchurch’s records
indicate exactly why she suspected the vaccination asacause, or explain whether she considered the
alternative explanation advanced now by Dr. Brenner.

In these circumstances, | ssmply must view with considerable caution the unexplained
notations of Dr. Upchurch in the medical records, suggesting a possible causal link between Lisa's
vaccination and joint pain. Ultimately, as to the very specialized and complicated issue of the
causation of Lisa's symptoms, | find more persuasive the opinion of Dr. Brenner, a specialist who
routinely treats personswith joint complaints, who has spent agreat deal of time studying theissue
of the possible causation of joint complaints by rubella vaccination, and who has been willing to

2“Etiology” meansa“cause.” Dorland’ slllustrated Medical Dictionary, 27" ed. 1988 (W.B.
Saunders Co.), p. 587.
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explain and defend hisopinion of Lisa s casein both adetailed written report and oral testimony in
this case.

Therefore, after considering the above-cited notations of Drs. Cotter and Upchurch, in the
context of the overall evidence discussed above, | simply reach the conclusion that it is not “more
probable than not” that Lisa' s chronic arthropathy was vaccine-caused.

VIII
SUMMARY OF “CAUSATION-IN-FACT” RULING

In short, | have carefully reviewed both the above-described evidence that | have taken
concerning the general “rubella/arthropathy” causation issue, and the complete record of this case.
After that review, | conclude that petitioner has failed to demonstrate that Lisa's case meets the
“causation criteria’ set forthinmy “2002 Analysis.” Therefore, petitioner hasfailed to demonstrate
“causation-in-fact” by that possible avenue of proof. | also conclude that when | consider all of the
record before mein this case, in which petitioner has not offered a case-specific expert opinion, the
evidencesimply doesnot preponderatein favor of aconclusionthat Lisa srubellavaccinationmore
probably than not” caused her chronic joint pain.*®

X
CONCLUSION

It is, of course, very unfortunate that Lisa Frechette suffered from chronic joint pain;
moreover, the story of her suicideisatragic one. Her family iscertainly deserving of great sympathy
for their loss. Asthe above discussion indicates, however, | must conclude that petitioner has not
demonstrated that Lisa’ schronicjoint pain was vaccine-caused. Absent atimely motion for review
of this Decision, the clerk shall enter judgment accordingly.

3petitioner has suggested (see brief filed 2-18-05, p. 18, fn. 18) that the record may support
“significant aggravation” as an alternative theory of relief. But petitioner failed to develop that
suggestion, and | find no evidence that the vaccination aggravated petitioner’ s pre-existing joint
conditions.
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